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IN THE CLAIMS 

Amend the following claims: 

1 . (Currently Amended) A formulation for application to a mucosal tissue 
[selected from the group consisting of nasal, ophthalmic, oral cavity, 
gastrointestinal, respiratory, vaginal and rectal], the formulation comprising: 

(a) a biologically active agent [selected from the group consisting of antibiotic, 
antiviral agent, antifungal agent, disinfectant, nutrient, anti-inflammatory agent, 
local anesthetic and essential oil]; and 

(b) a lipid carrier, said lipid carrier having the property of adhesion capacity to 
mucosal tissue said lipid carrier [no positively charged lipid but instead] 
including at least one lipid selected from the group of amphiphilic 
phospholipids consisting of yolk lecithin, Soya lecithin, 
phosphatidylglycerol and analoos thereof [phosphatidylcholine, said lipid 
having no phospholipid envelope or a bioadhesive polymer coating,] said 
lipid being characterized as mixed micelles [an emulsion of lipid droplets] 
dispersed in an aqueous medium, and said lipid and said biologically 
active agent being present in a ratio [ration] of from about 10:1 to about 

1 :10[, such that said biologically active agent is carried bys said lipid of 
said lipid carrier and said biologically active agent is thereby released from 
said lipid in a sustained manner and over a prolonged period of time, such 
that said lipid carrier has a property of high adhesion to the mucosal 
tissue]. 
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' 2. (Currently Amended) The formulation of claim 1 . wherein said bjolp^icall^ 
^nt is an antibiotic is selected from the group consisting of 3^de[ L? 6-dideoxy3-C- 
m<at H..- 3 -0-met hY |- ^h* -■ -ribo-he vnn>^ranos vl)oxvl-11 1?.diHeoxY-6-0-methyl-3- 
||in ^ „ ^^^^^. ^-rd-^-ovridinvlVlH-imirl^ol-l-Yllbutyniminoll 
[erythromycin], r -c^- pt™ 4*-aloha.5a-alpha fi-heta^a-alphaJH- , 
f n, m ^min P V1 ^.S.Sa.SdlJ^a^ Y rlrn ^ 10 1? 1?a- pentahydroxy-6- , 
mrthvl-1.11 diox^ --p"^™n e carboxamide [tetracycline], and P-threo-N ^ 
^hi^rrt yUl ■ D -nitroDh ^n yl-?-amino-1 ,3-propanediol; D-H threo A 
Hirhlnmacetamidn 1 r n^-T^rY 1 - 1 ^-"rooanediol [chloramphenicol]. 

3. (Currently Amended) The formulation of claim 1 , wherein said hioloqically active 
aaent is an antiviral agent is selected from the group consisting of azothymidine 
[azothymidin], 0-^=^1 q-Hih V dro-9-r(2-hvHrnrypthn YY )mRthyl1>-6H- P urin-6^one 
[acyclovir], dideoxyuridine, and Ci S -1-Acetyl-4-[4-rr ?- (? 4-dir.hloro- P henylV2-(1H- 
i m i H a ral-1-vlm e thy)-i | ^-H.nxo-lan-4-vnmethnxvl1^phRnyn P iperazine [amantadine]. 

4. (Currently Amended) The formulation of claim 1 , wherein said hioloqically active 
aaent is an antifungal agent is selected from the group consisting of Cis-1-Acety)-4- 
[A-fp-p . A-HinhloroDhe rYlVM 1 -vlmethvO-l ,3-dioxolan-4, 
Yn ^ 0 thnv Y i ph e nvn D i D era Z ine [ketoconazole], 1H-1 2,4-Triazole-l-ethanol, alpha- 

hiQ (iH-l 2.4-triazol-1-Y ' )-^-°roDanol alpha- f? 4-ni fluorophenyl)-alpha-(lH-1 1 2,4- 
t ria7 nl-i -vlmethY 1 V» ? , 4-triazole^l -etha noj [flucoconazole]. 1-[ ? l 4-dichloro-beta- 
[p.4-dichloroh^nzvl^oxv rphenethvllimidaz ole [miconazole], Methyl-(3- 
^thvinhenvncarhnrr^^'- ~'<* o^-n^nhthalenvl ester [tolnaftate], Polyene 
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■ ^ Mir nmduced hy c^ n tnmvcetes nodosusJyHe^amphotericin], and 2^eox5fc 
A-n- p R-Hiamine-2 K-HiH^v-alDha^D-nl. ■conyrnnos Y l)-D-streptamine [nystatin]. 
5. (Currently Amended) The formulation of claim 1 . wherein said hioloqically active 
agent is a d isinfectant is selected from the group consisting of N,N"-Bis(4- 

h 0 v S ,m.thvl e nebisrMr- hl -"P he " vl ^ iauanidel [chlorhexidine]. chlorhexidine 
[chlorexidine] ^-r.h l nrn-7-f2.4-dichloro r>henox y)phenol [triclosan], centrimide. 
and 1-Hexadecylpyririinium chloride [cetylpyridinium chloride]. 
6. (Currently Amended) The formulation of claim 1 . wherein said hioloqically active 
agent is a nutrient is selected from the group consisting of 3, 7-dimethyl-9-(2 1 6,6- 
tnm^h V l-1- C vcloh ^^"-i-y'V? 4.6.8-nonatetra_ej^Ld [vitamin A], fPR^R^r^SFm- 
,^;^r n .o V l R_t B trametb y'-?-'4 fi 12-tr imethvltridecylV2H-1-hen7opyran-6-ol 
[vi tamin E], * 7 7f= ^P-^-10-Seco ^rnosta^ 7 1 n(19),22-tetraen-3-ol [vitamin 

n-| p. p^R^rF^-g-Met h yl-a-fa.y.ll.lS-tetra methyl^ -hexadecenylVI^- 
n.nhthalenedione fvitamin K], £SH±)^zK B^ 4-nihydroxy-5-oxvqen-2 1 5- 
Hih yrirnaen^-fur ^^ ^^thoxvlscetane [ascorbyl palmitate], enz yme Q-50, 5-f3- 
( 1 9-Hithinlanvl^ PBntanoic acid [lipoic], cis -tetrahydro-2-oxnthienor3 , 4-d1imida Z oline- 
4~valeric acid [biotin] and ^-Carboxv^-hv dr oxy-N.N^ -trime th yi-Vpropanaminium 
mnpr sa if r^-c a rboxv-2-^Y Hr " Y YP rn PV ntrirT ietnvlamrrion ' um h V droxide - innersa - ' - t 
[carnitine]. 

7. (Original) The formulation of claim 1 . wherein said bi ologically active agent is an 
anti-inflammatory agent is selected from the group consisting of non-steroidals and 

steroidals. 
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8. (Currently Amended) The formulation of claim 7, wherein said non-steroidal anti- 
inflammatory agent is selected from the group consisting of i-(4-Chlorobenz OY l)-5- 
mo thn^- ? -methvl-^-'"Hn. g -3- a cetic acid findomethacin], (RS)-?-f3-ben Z oYlphen Y l) 
nmnionic acid r ketoprofen], fo-f? fi-dichloroanilino)phen Y l1acetic acid sodium salt 
[diclofenol], ^nH 7-acetoxvb enzoic acid racetylsalicylic acid]. 
9. (Currently Amended) The formulation of claim 7, wherein said steroidal anti- 
inflammatory agent is selected from the group consisting of fl1-h B ta ,16-alpha) 9- 
p„ i 1 7.21 .t^ r ^^^eo^ .A-diene-^O-dione [dexamethazone], (VL 
h a t a vi1.17.21-T rih Y Hrnv ypr ea n a -1.4-diene- 3,20^jgn^[predniso1o 21-despx V - 
Q^lnha-fluoro-e^lnha-methvlprednisolone [flouromethzolone acetonide]. 

10. (Currently Amended) The formulation of claim 1 , wherein said local anesthetic is 
selected from the group consisting gfom ega-diethYlaminn-? B-riimethylacetanilide 
[lidocaine], trimecaine, and A-*min Q benzoic acid ethyl ester [benzocaine]. 

1 1 . (Original) The formulation of claim 1 . wherein said biologically active aqentis an 
essential oil is selected from the group consisting of menthol, vanillin, peppermint oil, 
clove oil, eucalyptus oil and lavender oil. 

12. (Previously Amended) The formulation of claim 1 , wherein said biologically 
active agent is further characterized by having activity in the oral cavity, said activity 
being suitable for treatment of at least one condition selected from the group 
consisting of gum disease, caries, dry mouth, malodorous breath, and microbial 
infection. 

13. (Previously Amended) The formulation of claim12. wherein said microbial 
infection is selected from the group consisting of bacterial, viral, and fungal. 
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' 14. (Previously Amended) The formulation of claim 1 , wherein said biologically 
active agent is further characterized by having activity on a tissue from the group 
consisting of nasal, ophthalmic, vaginal, and rectal, said activity being suitable for 
treatment of at least one condition selected from the group consisting of 
inflammation, irritation, dryness, and microbial infection. 

15. (Previously Amended) The formulation of claim 14. wherein said microbial 
infection is selected from the group consisting of bacterial, viral, and fungal. 

1 6. (Previously Amended) The formulation of claim 1 . wherein said lipid in (b) and 
said biologically active agent in (a) are present in a ratio from about 5:1 to about 1 :5. 

17. (Original) The formulation of claim 16. wherein said lipid and said agent are 
present in a ratio from about 3:1 to about 1 :3. 

18. (Previously Amended) The formulation of claim 1 . further comprising a stabilizer, 
said stabilizer having at least one surfactant selected from the group consisting of 
non-ionic, anionic, cationic, and amphilic. 

19. (Previously Amended) The formulation of claim 18, wherein said non-ionic 
surfactant is selected from the group consisting of a polyethylene glycol derivative 
and a glycerol derivative. 

20. (Currently Amended) The formulation of claim 19, wherein said polyethylene 
glycol derivative is selected from the group consisting of alpha-Hydro^ 
nm fi n a OhvdroxvD -Y-f— 1 ^thanedivh IJween], Polyethylene qlycol monof4- 
(1 , 1 ,3.3-tetram »th yih.,tvn ohenvllether [triton], Q-3-Amino-3-deoxy-D-; 
n i,.^p Y r g nn S vl-ri4VO-r2.P Hi a min 0 -2.3.6 -trideoxv-D-ribo-hexopYransol-(16)1-2- 

riBoxv-L-streptamine [tyloxapol], alpha-hydro-omega- 
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[pluronlc]. ^v^ yi«n a alvc m fat*v alcohol ethers [Brije], Sorbin fatty acid esters 
[Span], poloxamer, and pol yethylene glycol, esters of fatty acids [emulphor]. 

21 . (Currently Amended) The formulation of claim 19, wherein said glycerol 
derivative is selected from the group consisting of alpha-hydro-omeqa- 
hvrirowDolvfoxv-1 7-ethanedivH [polyglycerine] and polyalkyglyceride. 

22. (Previously Amended) The formulation of claim 18, where said anionic surfactant 
is selected from the group consisting of carboxylate, alkyl sulfonate, aryl sulfonate, 
and phosphate. 

23. (Previously Amended) The formulation of claim 18, wherein said cationic 
surfactant is selected from the group consisting of alkyl pyridinium salt and tetra- 
alkylammonium salt. 

24. (Currently Amended) The formulation of claim 18, wherein said amphiphilic 
surfactant is selected from the group consisting of alkyl betaine derivative, 
cocoamphodiacetale derivative, trimvristin. trilaurin, tripalmitin, tristearin 
[lauroamphoacetate], and phosphatidylglycerol. 

25. (Currently Amended) The formulation of claim 1 . further comprising at least one 
lipid additive selected from the group consisting of triglyceride, alkyl ester, 
cholesterol, octadecenoic acid 1 .2.3-propanetriyl ester [triolein], edible oil. 
tetradecanoic 1-mathvlethvl ester [medium chain glycerate isopropylmyristate], 
and methvl ester beta-Cholest-5-en-3-ol [cholesterol ester]. 
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26. (Previously Amended) The formulation of claim 1 , further comprising at lest one 

i. 

additive selected from the group consisting of flavor, aroma modifier, sweetener, 
color, and antioxidant. 

27. (Original) The formulation of claim 1 , wherein said lipid in a colloidal dispersion 
of as form selected from the group consisting of micelles, mixed micelles, and 
micellar aggregates, said lipid having a particle size of from about 10 to about 300 
nm. 

28. (Previously Amended) The formulation of claim 1, wherein said lipid is in the 
form of a dispersion having liquid particles of size in the range of from about 50 to 
300 nm. 

29. (Currently Amended) A method of administering a formulation to a mucosal 
tissue, [wherein said mucosal tissue is selected from the group consisting of nasal, 
ophthalmic, oral cavity, gastrointestinal, respiratory, vaginal and rectal.] comprising 
the steps of: 

(a) providing the formulation, the formulation featuring 

(i) a biologically active agent selected from the group consisting of 
antibiotic, antiviral agent, antifungal agent, disinfectant, nutrient, anti- 
inflammatory agent, local anesthetic and essential oil; and 

(ii) a lipid carrier, said lipid carrier [having no positively charged lipid 

i 

r 

but instead] including at least one lipid selected from the group of 
amphiphilic phospholipids consisting of yolk lecithin, soya lecithin, 
phosphatidylglycerol and analogs thereof [phosphatidylcholine, said lipid 
having no phospholipid envelope or a bioadhesive polymer coating,] said 
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lipid being characterized as mixed micelles [an emulsion of lipid droplets] 
dispersed in an aqueous medium, and said lipid and said biologically 
active agent being present in a [ration] ratio of from about 10:1 to about 
1 :10[, such that said biologically active agent is carried bys aid lipid of said 
lipid carrier and said biologically active agent is thereby released from said 
lipid in a sustained manner and over a prolonged period of time such that 
said lipid carrier has a property of high adhesion to the mucosal tissue]; 
and 

(b) administering the formulation to the mucosal tissue. 
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